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J. Phillip Stohr, Director 2 April 20, 1988

Violation E - Enclosed please find copy of the written ALARA Program
which was included as part of the liceise renewal application dated
July 6, 1987, Again the violation was based on the incorrect answer
given by our representatives at the time of the inspection. Even
thou our representatives were totally wrong in their answer, the vio-
lat ion was objectively based on their answer and there is no other
alternative than to admit it,

Vielation § - This violation was and is still denied because notice

to Employees including notice of where to examine other required docu-
ments has always been posted in the Bulletin Board of the Hot Room.
The newly revised Form NRC - 3 (11-85) is being posted now and it con-
tains the following notice to workers:

"At any one time, copies of the following documents may be examined
at the RSO and Radiation Physic's Consultant files':

a. Nuclear Regulatory Commission license No. 52-17273-01 and
license applicaticn documents.

b. 10 CFR - Part 35 - Medical use of Byproduct Material.

¢. Regulatory Guide 10,8 Revision 2, /ugust 1987.
d. 10 CFR = Parts 19, 20 anu ALARA Program,

e. Radiation Dosimetry Reports,

1 consider pertinent to clarify that on our previous communication the
statement: "No reason for such vielation”, meant that no reasonable explanation
for the violation could be given and that it was accepted.

Unfortunately, | realize that our representatives during the inspection did
not provide the correct ansvers to several items. 1 cannot give an ok jective
and reasonable explanation for their action but 1 realize that 1 have to assume
full responsability for their representation. To prevent any further similar
situatians, adequate cor ective actions had been taken and we commit ourselves to
their full implementation,

Thanking You in advance, | await your communication and remain.

Respectfully Yours,

//rarmon—?;ha ero, MD
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APPENDIX F

PROCEDURES FORN SAFELY OPENING PACKAGES
CONTAINING RADIOACTIVE MATERIAL

! Specinl requirements witl he lollowed for packages con (2)  Open mner package and venly that con
taining quantities of radioactive matenal in excess ol tents agree with those on packing shp
the Type A quantity limite as specilied in paragraphs Compare requisition.® packing shp, and
08 a1t and (el of IDCTR Part 20 (imore than label on hottle
M Citor Mo 9 and Te-9m) They will he monored
teer s face contamination and external radiation levels (1) Check wntegrity of final source contaner
sithin Y howrs atter receipt of received dJurning working (i e inspect for hreakage of seals ar vials
hontts o withun I8 hours if recelved alter working loss of liquid and discoloration ol pack
loses, an accordance with the teguirements of para aging maienal)
graphs X0 05000 theough (0} Al shipments of Liguids
greater than exempt quantities will be tested fon leak t4)  Check also that shipmen! does not exceed
e Dhe NRO Regional O ice witl be notilied moaccond possession limits

mee with the regulations of removable contanunation

exceeds OO0 gt/ 1D ‘m, ot ol external tadiation
levels exceed O wR/Mr at ihe package sutface o I Wipe extarnal surface of final
10 mR/Nr at 1 feet (or | ) soutce container shield and remove
wipe to low background area. C(heck
: For all packages. the lollowing additional procedures wipes with a thin-end-window G-M
tor opening packages wiil be carried out survey meter, and take Pt acaut ion
_ Mainst the spread of contamination
] Fut on gloves to prevent hand contaiminition as necessary.
h Vieswally mspect pachage tor any sign o damage
(e g weiness crushed) 11 damage i« noted stop v Monitor the packing material and packages fon
procedure and notily Radiation Safety Officer contamimation helore discarding
Measire exposure tate ot Vieet tor 1wl hrom (1) Hcontammated tieat asiadionctive waste
package surface and record 10 mBP b stop
procedure and notily Radiation Satety Ofhces (0 oot contanmmated, obliterate radiation
labels before discarding in regular trash '
o Measure sutface exposiee rate and second 11
XD R b stop procedinre and notily Radition
Satety (M Lices | Matarn teonrds of the tesults of Checking each jackage
using Radinactive Shipment Receipt Record ™ (see ne vt
v Open the package with the lollowing precan: page! or a2 lorm contaming the same infarmation

Tty steps

(1Y Open the onter package ollow ing manu

.
tacturer s duecthions, f supplied)  and In the case ol Apevisl widees (e g . therapy duees). shae compese
remave packing shp with phystcimn s wiitien request

Ilesn 14
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ALTACHMENT 10,2
FROCRAM FOR MAINTAINING OCCUPATIONAL
RADIATION EXPOSURES ALARA

License's Name: CACUAS SONO-NUCLFAR AND VASCULAR CENTER
NRC LICENSE NO: 52-17271-01
Date: July 6, 987

I« Management Commitment

a. We, the manag~ment and licensed physicians of this Ce.ter are committed
to the program described in this paper for keeping exposures (individual
and collective) as low as reasonably achievable (ALARA). In accord with
this commitment, we hereby establish an administrative organization for
radfatfon safety and develep the necessary written policy procedures and
fnstructions to foster tue ALARA concept within our Center. The organiza-
tion will 1nclude a Radiation Safety Officear (RSD),

b, We will perform a formal audit annually to determine how exposures might
be lowered. This shall {ne'ude reviews of operating procedures and past
exposure records, {rspecticns, etc., and consultations with the radiation
protection staff or outside consultants,

¢« Modiflcation to operating and maintenance procedures and to equipment and
factilities will be made where (hey will reduce exposures unless the cost,
In our judgement, is considered to be unjustified. We will be ahle to de-
monstrate, {f necessary, that improvements have been sought, that modifi-
cations have been considered, and that they have seen implemented where
reasonablé, Where modifications have been recommended but not {mplemented,
we will be prepared to describe the reasons for not Implement ing them.

4. In addition to maintaining doses to individuals as far below the limits as Is
reasonably achievable, the sum of the doses recelved by all exposed (ndivi-
duals will also be maintained at the lowest practicable level. It would
not bhe desirable, for example, to hold the highest doses to (ndividuals to
some fraction of the applicable limit {f this {nvolved expusing additional
people and significantly Increasing the sum of radiation doses received by
all involved individuals.

11, Radiation Safety Officer (RSO)

a. Annual and Quarterly Review

l. Annual review of the Radiation Safery Program. The RSO will perform
an annual review of the Radiation Safety Program for adherence to
ALARA concepts, Reviews of specific procedures may be conducted on a
more frequent basis.

2. Quarterly review of Occupations Exposures, The RSO will review at
least quarterly the external radiation exposures of authorized users
and workers to determine that their exposures are ALARA {n accordance
with the provisions of paragraph VI of this program,

1. Quarterly review of records of Radiation level Surveys, The RSO will
review radfation levels In unrestricted and restricted areas to deter-
mine that they were at ALARA levels during the previcous quarter.
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It. Radiation Safety Officer (RS0)

b. FEducation Responsibilities for an ALARA Program

l. The RSO will schedule briefings and eduzationa! sessions to
Inform workers of ALARA program efforts,

2. The RSO will assure that authorized users, workers and ancillary
personnel who may be exposed to radlation will be instructed In
the ALARA philosophy and informed that management, outside safety
consultants and the RSO are committed to implement ing the ALARA
concept ,

€. Cooperative Efforts for Development of ALARA Procedures
Radiation workers wil be given oppertunities to participate in formu-

lation nf the procedures that they will be required to follow,

1. The PSO will be in close contact with all users and workers tn order
to develop ALARA procedures for working with radinactive materfals.

2. The RSO will establish procedures to recefve and evaluate the
suggestions of Individual workers for the {mprovement of health phy-
sfcs practices. He will also encourage the use of those procedures.

d. Reviewing Instances of Deviation from Good AIARA Practices

The RSO will investigate all known Instances of deviation from geod
ALARA practlices; and, (f possible, determine the causes. When the
cause {s known, the RSO will require changes in the program to main-
tain exposures ALARA.

111, Authorized Users
a. New Frocedures Involving Potential Radiatfon Exposures
l. The authortzed user will consult the RSO and Licensed Physicians

hefore usiag radicactive materials for a new procedure,

2. The authorized user will consider al! procedures thoroughly hesre
using radioactive materials to ensnure that exposurss will be kept
ALARA.  This may be &#nhanced through the application of trial runs.

b. Responsibility of the Authorized User to Those lle Supervises

1. The authorized user will thoroughly explain the ALAPA concept and
his commitment to maintain exposures ALARA to all of those he sipervises,

2. The authorized user will ensure that his occupational workers are
trained and educated in good health physics practices and in main-
taining exposures ALARA,

1, The autherized user will be responsibla to the radtation safety
concurns of the individuals that he supervises,
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it

Authorized Users '

c. Continuing Review of ALARA Concepts by the Authorized lUser

1. The autherized user will continucusly review his procedures
to ensure that his ALARA program (s optimal.
|

2. The authorized user will maintair contact with the RSO to
ensure that he is aware of and employs the most current methods
to maintanin exposures ALARA.

Persons Who Receive Occupational Radiation Exposure

a. The worker will be Instructed {n the ALARA concept and {ts rela-
tionship to his working procedures and work conditions,

b, The worker will know that recourses are available {f he feels that
ALARA 1s not belng promoted on the job.

Fstahlishment of Iavestigational Levels In Order to Monitor Individual
Occupational External Radiation Exposuies.

The Caguas Sono-Nuclear and Vascular Center hereby establishes Investi-
gational Levels for occupational externa! radiation exposure which, when
exceeded, will inftlate rvoview or fnvestigation by the Radiation Safety
Offtecer and/or the Radiat{on Physics Consultant, The Investigational
levels that we have adopted asre lisied in Table | below., These levels
apply to the exposure of Individual workers,

TABLE 1

Invest {gatinnal Levels -
(mrems per calendar quarter)

LEVEL 1 LEVEL It

1. Whole body; head and trunk:
active blood-forming organs; 125 378
lens of eyes; or gonads

2. MNands and forearms; feet and

15 €a28
ankles 18 62

¥, Skin of whole body 750 2250

The Radiation Safety Offlcer will review and record the results of per-
connel monitoring, as provided by the Dosimeters Vrocessor and not less
than once In any calendar quartar, as 1s required by 10 CFR Part 20,
20,401, The following actions will be taken at the Investigational
levels as stated in Table 1:
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a. FPersonnel dose less than Investigational Level 1,

Except when deemed appropriate by the RSO, no further action will
be taken in those cases where an individual's dose {s less than
fable | values for the Investigational Level 1.

b. Personnel dose equal to or greater than Investigationa! Level 1,
but less than Investigational Level 11.

The RSO will review the exposure of each (ndividual whose quarterly
dose equals or exceeds lnvestigational Leve! . If the dose does

not equal or exceed Investigational Level 1!, no actlon related spe-
cifically to the exposure is required unless deemed appropriate by
the Licensed Physicians, the RSO himself and/or the Radiation Physics
Consu.tant .,

¢« Exposure equal to or greater than Investigational Level 11.

The RSO will investigate in a timely manner the cause(s) of all per-
sonnel doses equaling or exceeding Investigational lLevel Il and, 1i wa-
rranted. take action. A report of the investigation, actions taken,

If any, and a copy of the individual's doses records will be presented
to the Licensed Physicians. The derails of these reports will be re-
corded. Copy of the reports containing details of the Investigation,
will he made avallable to NRC Inspector for review at the time of the
next inspection.

d. Re-establishment of an individual occupational worker's Investigational
lLevel 11 Above That Listed In Table I,

In cases where a worker's or a group of worler's exposures need to exceed
Investigational Level 11, a new, higher Investigational lLevel Il may be
established on the basls that it {s consistent with good ALARA practices for
that individual or group. Justification for a new Investigational Level
Il will be documented,

VI, Signature of Certifying Official (Licensed Physician)

I hereby certify that the Caguas Sono-Nuclear and Vascular Center has i{mple-
mented the ALARA Program set forth above, —

} s et

y Signature

Name: Carmeih Caballero, MD
Laboratory Name and Address:

Fhysiclan

| Caguas Sono-Nuclear and Vascular Center T
tle

Rox 6960
| Caguas, P.R. 00626




